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Ref. $AN 20@1~7

I

Ms. Monh I+kaflderzPrcsideW
Saisbu~ Chetiicak, Inc.

.

one Mcadowti IUza
East Ruchcrf@, New Jersey 07073

D@XMs. Lck@der: .

An inspefionbf ~ C@ pram mficmting, NDSU Sdsbuq Che@a@
he., 2(NZRddbrd Road, Char[es city, [ovvaby investigators of this offh onApfl 9-13, ~

~L discbsed~siI@fi~c deviations tom Current Good MmufacmringPmdce (CG~)
regulatio~ set~fofi h Title 21 code OfFederal RWU~OnSt Pa~s 2~~ ~ ZL1 @l, cm 21~
&21 L). Thes+dcviariow cawe the dw product to be adultemti wtbtu the mcaw d
SectionSOW)(2)(B) of the FederalFOOCLDrug, and Cosmetic ACT(the Act).

.
-,

‘CGNR&vi&)CIs rimed during the inspection included, but arc not Iimikd to: ..

The act~veplwmaceuti~l ingredient (API) for the cwered product is ndt smplti for
mi.ng @a rcprxntative manner priw to usc [21 CFR 211-8~(b)]~” ~

Reliabi~ivof sWP~iers’amdysessupporting drug component accqwce k no[

appmp@e]y va$idatcdForall com~onen~ [21 CFR ~1I, ~?(~}(z)]” ,
i

Appropkte written procedures 10prevent objectionable microbial c~rl~mkation
cnvimri~en~alsourcfi are not escab[ishcdam! foliowcd pl CFR Z1I. 113(@].

from

me above wt~ vioiaciou arc not intcWed co be an aU-iuClwivelist of ddkienci= at YOU “
facili~. It is your responsibiIi[y m assure compliance whh each requt~emcnrof the CGMP. . F~eral agenc{esare advised of the issuaace of til Warning b=t=n *OU ~ws so
~~~~l~~~mmkC~*~i~ormlion ‘mm~CCOun[whenConsiddlg the awad ()f conl~a~.

Addi[iOMl~y,F@A, ANDA or expofl approvalCqu=ts IMY CNC be”approvti until the above
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Ms. Mcmh &.IiiC~; Prcidhc
S@ury Chcmka$[rw
JUIW[8,2001 ;

?
..

puge 2

YOUshouIdtak~prompt action to correct chtie dcviations~ Failure to promptly correcr MU
2

dcvkiom may @dt in reguliitory ac[ion wi~hou{fidlcr notice Possible actio~ include
seizureand or i@ncrion.

We havewciv~ and reviewed your f=’s Aprfi 26 and June 1, 2001 written respcmss m
=~pwtionalfin~inas We recqpize that some objectiotile condi~ionshad bees cocTecti

prkr cothe “w~ctiou, and sonw weft cmcctcd b~ficc the inspection was coaclud@, In.
additioa,qxcif~ promisa of corxction were made in the ~~kten respoms. How~er, che
inspec~ioncovefcdpromss vqli~tion IOTS tha~Wtie subscqwntly relew=d for W@r
procssing [o U~iM produa by otia firms, As such, pmpmduction correctionsdo aot

Neuarily irnp$~the signifi~~ of “inspectio~ obserVa[iOQS,

“Wecannotcon~r With your rbspotic concerning eaviromcnd monitoring. The rspam
containsthe sta$ment that the drug sponsor and FDA’srwiewtig division had an .
mders-”g d).zuthere are m microbiofogicais~cifi=tiom or commiwn~ in regad to:. . NDA km 4. IU.6, pa e 3 specifies the formulation room as class .
~:~:::n,,,obds morn as C1*Sb Your response appexs to imply Chat

tiese roomchjifi=tions only rc!a~ to basel~nes~di= and not t~ dW today OpCfiW
conditions. WI@ there may”be valid reams hat the kdusq sumdti of iqroccss
erwirwmctL@@nitor@ may not be feasible, data shodd be avaiWie m demomtrti that at a “ “~
aunt eav~olnen~ coaditiwU for e.wh day of facilitiesusc meet requird SPWW*OM. ..

Nea$cnotifytiis offke in writing vdfhin 15 Worting daysof rtiipt of this -of the
specificstepsy@ have taken to correct the noted violations ad to prevent their rec-u~ If
correctiveacdo$cannot be cornple~d Witiin U wor~ing day% stat: ~tiere=on ~T t~ delaY.,
and the timewifiinwhich the corrwtiom wil!be co!wlet~- -

Your reply shouldbedirectd to Noel G. Fcrguon, Compliance Officer, Food and DTW
AdmitistwIon,\1[630 wes~ 80* St,, Lenexa, Kwws 662~4-3340.

SinccrCIY,
. .

District IMxtOr
Kansas City IX@cl ~

.
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Ms. ti~l J, Leipzig
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.Mr.Russ#[l C. MM, SC.vi= ITesidenc
Operati@ tid Site MaJwa

r
Salsbury mkak, k
1205~ cflti stlxet
CWCS@i,Iowa 50616 “
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